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2.1 Finished product specification (JP17)

99 | Test Items Specifications
1 | Identification Complied with finished product specification
2 | Assay 92.0 - 108.0% of the labeled amount of
Manidipine HCl
Uniformity of dosage units Meet the requirement
4 | Dissolution test* Not less than 75 % of the labeled amount is
dissolved in 45 minutes

2.2 Specification of Active pharmaceutical ingredient (API): JP17

h) Test Items Specifications
1 | Appearance White to pale yellow crystals of crystalline powder
2 | Identification
UV spectrophotometry Complied with the standard
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9 Test Items

Specifications

Qualitative test for chloride

Complied with the standard

Complied with the standard

3 | Assay (on the dried basis)

98.5%- 101.0 % of Manidipine HCl

Loss on drying

Not more than 1.5% (1g ﬁqquﬁ 105° C Tuan 4
71319)

Residue on Ignition

Not more than 0.2% (1g)

Purity

A. Heavy metal

Not more than 10 ppm

B. Arsenic

Not more than 1 ppm

C. Each Related substances

the area of the peaks other than manidipine
obtained from the sample solution is not larger
Than 1/5 times the manidipine peak area from the
standard solution (Not more than 0.2 %)

D. Total Related substances

the total of the areas of all peaks other than

manidipine is not larger than 7/10 times the

Peak area of manidipine from the standard solution
(Not more than 0.7 %)

7 | Melting point

~ 207°C

VUL NMT = not more than

* 934D Dissolution uag Uniformity of dosage units Tilluuionansuanisneazidyn
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visatafnuALazUInNIEIU In-house process fiaenndasiu ICH Guidelines
Waz/130 Pharmacopoeia General Requirements Dmmg:m‘mwa%m:m.&

1) 884 Official Pharmacopoeia U99UszinAaNNTN ICH Wag/%38 In-house
process fiaanAdasi ICH Guidelines %30 Pharmacopoeia General
Requirements atuaaa ynde wazuilulunsleumsvenFeuiosud
({e.5 7 08.0uTR)

2) 91984 Official Pharmacopoeia 993UsgiAaINGin ICH wag/u3e In-house
= | ar = . = .
process N@anAaedny ICH Guidelines %39 Pharmacopoeia General

Requirements atfulmindasznidmsneny sus.Usznma ynviata wazunle

Tunzifeusiiueudn (@e.5 1 oy.0117)

0.5

3)  ©1994 Official Pharmacopoeia v8UszmAauIdin ICH Wag/v38 In-house
process Ni@anAdasiu ICH Guidelines #58 Pharmacopoeia General
o L
1AANTIEIN TUR.UTENIA YA

Requirements

Qs W nu. = o e v =i LL 1 e i
vhte warduunlvlunaidoumsueuas @ o.5 10U oo, melu 2 Yundalila

a ey h& U a
Sunsoulid uastuunlunauiulsemasia)

0.15

AZNTTUNISIVUATIUALIDUALAL AN BRLIAN Y

1awe . (22640

o T
...... Uses1unssung B i RN -l O e OO 1 11

(57 Wy WaINN" ARSI IAGN Y] (ney.adan

30

3 m_,umw

%@ AFIUNTT

(neygTsn Slnwadn)




i1 6 97N 23

Fan1sén

inausinsuszifiugunmadai i ey

ALY

4)

81984 Official Pharmacopoeia 983Usginaaundn ICH Laz/v38 In-house
process fidenadaaru ICH Guidelines w3a Pharmacopoeia General
Requirements atfumutszniamstenil sunUssne yovida wasudlaly
neiDousivenuds ([e.5 7 ov.oviH)

0.75

81484 Official Pharmacopoeia U83UseAANNTN ICH Lag/%38 In-house
process fidenn&psiu ICH Guidelines %38 Pharmacopoeia General
Requirements atumulszmassend sun.Usznia yavhda uaviuudly
Tunzfoushiueuda @ o.5 Ay ee. anelu 2 YuddilildSunseyl® was
fundlureuiuusznmesan)

0.15

6)

81984 Official Pharmacopoeia U84Useinaaudin ICH 1az/138 In-house
process N@anAaasfiu ICH Guidelines %38 Pharmacopoeia General

: @ =4 R = i [y
Requirements atfudgavialninit wiemusvnia_ualilaguunluly

= o ar

NELUEURAITUET

7)

#1984 In-house process Na@oaAanariu ICH Guidelines AuUTENARISIEN
VN0

8)

[T = v ) R ° i o
91984 In-house process NaeAARBINY ICH Guidelines sNNUsENIANTIIEN
(laiwiarsan)

9)

In house process lgannass/laiifulumu ICH guideline wIalifinsdu
uAly (Linesan)

2.2 anmsgrundastusiendnsagy (Finished Product Specification) (Gandaladonie)
nadiiegsyninnnaguaunlyiudezsouuenarmioanunisveudly uy
¢.5) 3 3ox finished product specification lagveunlyneuiudsenimsemnsiny
Anden uazlaiAu 2 U al Tudszmasim

e s

2.2.1. nadilésunistusaslushsen (Official Pharmacopoeia) (Bandaladanile)

1)

#148a smdeds atluatge way [untseyddhumedousniueum

Lasde . YYD ima

ANIENITUNSATVUAT B0 BEALATAMAN HUIaN S

|
UsEs1unIsunis N.ma&& g\? NFTUNTT

(5R.WELWIINAT EAF3AANYAl) (ney.adan .Emaa

(ney.a%51 Blnwdn)

AIUNTT




w1 7 990 23

- v
YanIIA

naginsUsziuAMNWHERD uTiB Yo a1ty

AZLUU

2)

91989 #3191984 atua1ga uas agszndnduunlilunsiloudiuen #Heus5

La& = 1ot M Var L &. i ar
fou 8. nelu 2 drrsmagﬁsmdjgmm_ﬁﬁs warfuunlunauiuuszningiem)

0.5

3)

$1984 f5191999 avugan wads ilnduunlylungileumiven

a)

81984 USP, BP, Ph.Eur,, IP,JP atuluungiusemaseysianen wag ldiunis
aylalunegJuimTugum

0.75

5)

§1483 USP, BP, Ph.Eur,, IP atiuluangauszmasyysane uag egsewinedy
= o = LL - 1 s ! 2 as R

unleluneifeusiue @ u.5 fidu av. nelu 2 Yudddlilasuniseyi®@ uas

L 1 @

Buudlunauiulszningan)

0.15

6)

v oa as ¢ ° s W vy
$1484 USP, BP, Ph.Eur., IP atulmingiussmiassysirnen wids luldduudly
Tuneifyussuen

7)

$1989 USP, BP , Ph.Eur., IP_manlszmaAssymsien was lgiuniseyliliu
neuumSusIuam

0.5

8)

1983 USP, BP , Ph.Eur., IP ananseniAszyssen wag agsywineguualyly

= o s = =1 e L e QS L
neideusmiuen @ 8.5 1oy es. nelu 2 Yuadaladlasuniseydl® wastiuunly
ABUIUUIENINGIAN)

0.05

9)

#1984 USP, BP , Ph.Eur., IP muUsemeaszusnsen widalalaunlyluneitou
Fiuen

10)

Fadanusanen USP, BP, Ph.Eur,, IP usiatusind Ussniaseysnsien (la
URAEY)

22.2.

nsfililgsumssuseslussmen (Non-official Pharmacopoeia) 175§ 1ufABs
m1uOfficial Pharmacopoeia yosUszmaiduaun@nues The International
Conference on Harmonisation (ICH) (t@wizUszivaauidn ICH &m Official
Pharmacopoeia harmonization Aa USP, BP, Ph.Eur., JP., Ph Int.) .) Y50
POANUALALIATEIY In-house process fiaonndasfiu ICH Guidelines
way/v3e Pharmacopoeia General Requirements (Fandalatonids)

Laste .. 22 o

ANENTILNTSATMUAT IWABALAYANAN VUEIANE

LAUgssunssunis 28988 0 _\__ ___ M\ _____ % ,,,,,,,,, A33UMT
na)

(57N WIENT LFARTSIAANEAD) (noy.adan

=
3. a3t

#

NITUNT

(nu.adsn Alnwade)




w1 8 97N 23

o v
YaN1IA

wnausin1sUszfiugunwaani st ey

ATLLUU

1)

#1984 Official Pharmacopoeia 9a3UszimAauAtn ICH Wag/v38 In-house
process fidanndasiu ICH Guidelines 138 Pharmacopoeia General
Requirements atuaiga yade wazwilulunsidewmiventeuiseni
({l0.5 7 o8.0111R)

1

2)

91494 Official Pharmacopoeia 983Usgmaann®in ICH wag/v38 In-house
process flaenndoeiu ICH Guidelines v3o Pharmacopoeia General
Requirements atulmsindnszniadisenil sunUszna yavhie wavuhly
Tunedeushiveuds o5 7 ey ouli@)

0.75

3)

81984 Official Pharmacopoeia ¥83UszinAan1Tn ICH uay/%38 In-house
process fiaeandasfiu ICH Guidelines w3e Pharmacopoeia General
Requirements M7l sumUsEMA Yo
vt warBuudlelunsidewsiveuwds @ o.5 A9y oo, nelu 2 Jusdslals
Funseyiid warduudluneutulsyninsia)

0.5

4)

$1984 Official Pharmacopoeia 183UseinAan®n ICH uaz/%3e In-house
process fiaeandadfiu ICH Guidelines 138 Pharmacopoeia General
Requirements atfusmulszniadnae?l sun.Usena ynvade waswdlalu
nuifusdueudn @o.5 7 ov.a1lR)

0.75

5)

#1484 Official Pharmacopoeia 903UseinAauATn ICH Waz/13e In-house
process fianndosiu ICH Guidelines %30 Pharmacopoeia General
Requirements_gUuaasemessnend sun.Uszne Yt wazduudly
Tunsdewhiueuda @ o5 Aty oo, melu 2 Tuadslildsuniseysf@ uay
fuufluneuiuusznngiai)

0.15

6)

971994 Official Pharmacopoeia ¥83UseinaaNdn ICH Wag/13e In-house
process fidonAanafiu ICH Guidelines 38 Pharmacopoeia General

i o 1 [ i I -
Requirements atiuanaaviolmingy wiemuuszna_usliladuunlyly

o ar
ar
at

Lasds .00 20CYAA

ALENITUNTSAMUATIAZIIBRALATASNHLILIEWY
UsEEIUNTINNTT 2.83%8 ATIUNTS

(5A.nEy.3mN @Adsedanal) (ney.adan &Smu

3. asde

nwm‘.@\ AFFUNTT

(ngy.gfs7 Alndn)




Wi 9 990 23

Fon13An
nasin1sUsifiugunmrandusiondosniiy AZUUY
7) #1989 In-house process fidanndeaiu ICH Guidelines AuUsENARIIE7 0
YN0
8) #1484 In-house process Tiaanadeaiu ICH Guidelines ANIUsENARSIEN 0
(laiwanseun)
9) In house process laannasy/laiitulunis ICH guideline vselaifin1stiu 0
uily (lifansan)
3 | anesgrumaissfjiAngg ISO/IEC 17025 (Fandelatonils) 3
3.1, ¢%unssuses ISO/IEC 17025 lusremseniiaue annwisnuiusesiiundedie 3

Wy nsadneemansmsunnd Wudu wazdinmmeasuasuyniitanuiiseneneds
o =4 @t i 1
7 sun.Usgma viseatulwinda

as e o s o oy e
3.2, 195ums¥uses ISO/IEC 17025 lusnenmseniiiaue UuHagan s e9aneds (* 1
o ar ) L} o 1 ol L ] L <A )
f157187: avuluingasena syydTIg) NMBUTUTEINUeNe 1wy
nsaAneransmsunng Wusu (Manidipine 81989913 JP B9iBa5vy N3R5

Foulslldveausem)
3.3, lailéuns3uses 1SO/IEC 17025 Tusnemsenflaus 0
3.4, Wugnhdhannssussmarlaiunmsiuseannsgiu 3
4 | 1A3gUNTTTUTEN Good Storage Practice / Good Distribution Practice 2
(GSP/GDP) (iFandalationils)
4.1. [§%unssuses GDP-PIC/S 9nnvihenudusesiiundede wu SGS, BSI 2
4.2. 1§¥uns¥use WHO-GSP+WHO-GDP anwiisnuusasiiunidedie 1y SGS, BS| 1
4.3, 1§5un1s¥Uses WHO-GDP snnmhseudusesiiundedo wu SGS, BSI 0.5
4.4, 1§3Uns¥Uses WHO-GSP annminenuiusesiiuni@edio 1u SGS, BSI 0.5
4.5. luilasun133uses GSP wia GDP 0
5 | smsgwndndont (Fendeladonily) (Fande 5.1 wie 5.2+ (5.3 w30 5.4) e 5.5) | 1.5
5.1. Wugsuwuy 75
5.2 WHO List of Prequalified Medicinal Products 3

ANENITUNIAMUATIEAYIDEALAEANAN BTN

1asde . YV 22600 ... Useorunssunis 2.04%0 ,“, WWN&O ATTUATS 3. 8990 ... @%\

NSNS
(57.WEY. WM LEARSIAENAL) (ney.adan Hh‘.sa (ney.a%51 Blnedn)




w1 10 970 23

Fan1sdn
nasinsUszifiunmunwkEnfusienYosalny AZUUL
5.3 yemseiiiaede aglu Green book idut - Yaqtu 35
5.4 namsAITIAT RN sINe 3 Junskdndeidesiy @msansliensiesunnide | 3.5
auseiisneds) TaesosfiRns ISO/EC 17025 filiilugdn
5.5. Wiulumuiate 5.1, 5.2, 5.3, 5.4 0
6 | auantaiisoysTeisonsufinu (ienteladonis)

61. nsmendin Jesiuuas Jeafupuiu (Gendelatoni) s
6.1.1. vasgluussyiusitlastuuas (nsdlinasmunduiiussy) waviideyanisinm 4
AaAsANMABLAs (Photostability) ¥ia APl wa Finished product waz/v3etiaaiy
pafiunsdnaspunduiiusey) weriimsseyliluussyiusidaau asudiu
nsdifueniiussyluusee Saainszydes Lot No Judueny e mieges (unit
dose) uasdl fadnusfianansaduseuudinm vis 2 dy
6.1.2 Wusdialiussqune widestasiuuas (nsdinnsgrundiiusey) uaz/vie 0.5
oeifupnutiy (nsdinassmunduiiussy) dnsussyluussyiaeinmiivue uelii
fimsseylivuussyios seylanzluienansmiiven
6.1.3. \lueniiussyluusee fimsussgluussydusitesiuuas (hadmsgrundy 3
M3UsEY) Uasiivayan1sAnwIANUASENINABUAS (Photostability)3APIuaE
Finished product Hasfunnudy (nsdinasgiundasiiussy) flaanszydienn Lot
No Jufuengy vjnq heges (unit dose) AUl Ul fdnusfianansotvsen
vuing

6.1.4. U357IUUITYIIANLNIATFIUATURIY (muirvuslunuantivll) saed 2
mmé.ﬁcmmg (@onsfn, Foen, AuusY) VNY Mieeey (semi- uni uazid
fanusfienansotvseuudiag

6.1.5. U53luUTIYIINUINATEIUATUNIY (muiidvusluguantinly) wazd 1.5
nmémﬁmmg @omsfn, Fon, ALY YN Wihetes (semi- uni uslsid
Fhdnusianansatsuuiing

6.1.6. S.Q.Ec.mﬁmaﬁségs.mmésﬂEeuw@émméﬂsﬁmeagqm&&aV 1

ANLNTIUNTIAIMUAS B BIALRTAMANYZIaWTZ

H.ma&m J\ﬁ.UUQ_ iy Uses1unssunTs M,ﬂgmﬂ_ Q\\W\\.\W AFTHUNTS i maﬂmm S %%\ AFIUNIS

(3A.WEYWISHNT EAFTSIRANYAL) (ney.adan E\M\Sa (ney.aTs7 Alvain)




w1 11 970 23

= v
Y2N1IA

inasin1sUsElivnn WRaR eTe Yoty Az

W 1 = e wnes @
6.1.7. ussqluussiaeiliasumusnasgIusey (muiinvualupuand@nly) u3e 0
Litoatuuas (nsdluasgrundusiiu seylesiuua) (inarsun)
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. INEUNAUNWANIE (Specific quality criteria)
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1 | wafigadaunwntisdaiuseswan1siasie (Certificate of Analysis ; CoA)
(AzUUUTIN = 98 1.1 + 1.2 +1.3+1.4)
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1.1. anuduiusvemaigadaunmuilideusesmanisiwieidaed ity (Certificate of
Analysis of Active Pharmaceutical Ingredient) (Fandaladanils)

1.1.1. COA Jngdu fiviavas Supplier way Manufacturer waziluingiuinanguiie i

1.1.2. fawzves Supplier waz/v3e Manufacturer win lilvgunisudndieaniu

1.2. uafigaviaunmyvidsdesusesranyinesidnendifiy (Certificate of Analysis of Active
Pharmaceutical Ingredient) (@anvalatonis)

1.2.1.953AU Active Pharmaceutical Ingredient Specification H_Emu&b MaUes Supplier wag
Manufacturer wazdinisuansmaluguuuugiaiay ey (uas/visuaninanisaingieilu
UNWITRLYY impurity figansonaumisaualaiv Below Reporting Threshold (BRT)
%39 Below Detection Limit 4azianim) Reporting Threshold %30 Level of detection
lulvainsesien) enviu Wde Physical test, Description, Appearance, Identification
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1.2.2.9153fU Active Pharmaceutical Ingredient Specification yawata v94 Supplier ¥3a 2
Manufacturer wasfinsuanawaluguwuugniay (Uas/viouaninansinsziluuinide
W impurity fiarusanaunusaLaylaigu Below Reporting Threshold (BRT) %39
Below Detection Limit Uazlianin1 Reporting Threshold %38 Level of detection Tuly
AATIeiien) Baviu Wate Physical test, Description, Appearance, Identification

1.2.3. m53ffu Active Pharmaceutical Ingredient Specification ynatie vawee Supplier wag 1
Manufacturer F&m:d;msazmﬁimisdd “Conforms, Complies, Not detected, N/A, 2,

<” #ntiu e Physical test, Description, Appearance, Identification

1.2.4. #5311 Active Pharmaceutical Ingredient Specification % 283 Supplier ¥3a 0.5
Manufacturer gaisin1suanaaluzuiuu “Conforms, Complies, Not detected, N/A, 2,

<” gniiu e Physical test, Description, Appearance, Identification

1.2.5. #591iu Active Pharmaceutical Ingredient Specification ynita ¥e1 Supplier ¥3a 0
Manufacturer sl Tudadfyitu Assay, Related compounds LUusiu finsuanamaly

sUuwuu “Conforms, Complies, N/A, 2, <” (lsia5047)

1.3, puduiusvesnaigainaunmmidesusemansiaszienduiagy (Certificate of 1
Analysis of Finished Product) (iFantaladanils)
1.3.1.COA finished product l¥ingRugunisndsiseaiu COA Active Pharmaceutical 1
Ingredient Specification
1.3.2.COA finished product il imgavjuntsninieanu COA Active Pharmaceutical 0
Ingredient Specification
1.4. waiguinunmmisdesusemanslnseiendniagy (Certificate of Analysis of Finished 5

Product) (i@andaladouils)
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A1 Reporting Threshold 3o Level of detection luludiasizvien) snviu wve
Physical description

1.4.2. w53fiU Finished Product Ingredient Specification ynwhte wa fintsuansaluzuhuy

“Conforms, Complies, Not detected, N/A , 2, <” gAY 70 Physical description

1.4.3. »3911U Finished Product Ingredient Specification nn¥te wd luteddnymusigm

81 19U Assay, Dissolution, Related compounds tlusiu fn1suansnalugunuy
“Conforms, Complies, N/A , =, <” (lai#915047)

2 | nafigadamuammsAnmnatuasin (Stability data) (iFendaladonil 2.1. w3e 2.2.)

2.1 nsdpsndudesdiamiunsivasdald (In-use stability) 1 endn erfinauneuly Wusu
= ar |\ 4 od = - o )

938 MINAARUMITNLUIASILIne LAY /%38 In-use stability Tueiia Wusu

(AstuusIs = 98 2.1.1. + 2.1.2. 35998 2.1.1. + 2.1.3.)

2.1.1.m5@nw Long term stability (tBandaladanils)

1)

finsfnwn Long term stability fianazdaifiu (Storage condition) iuluaudiervun
Tu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH) nsfinassaLiy
nsAnulfina ASEAN Guideline #oauuu Stability protocol vi3e wanguiilasunis
ayiiAan ov. fifinan1sAnAsUaIgEifvualiuueann TasfinanisAnw On-going
stability Yange uazuanmanisnsaviasziiiudua sniiuive physical
description wariivhtenisvaaeuasudiau musseniignads (Wu USP, Ph.Eur, etc)
DENUBY 3 JUNTHAR

finsAnen Lone term stability fian1aedmifiu (Storage condition) laiiuluana
Foruunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH) nsdifiaunsa
un1s@neilanu ASEAN Guideline #ipauuu Stability protocol %3© smawéﬂmme
nseyiiRann ey, MinanisAnwasusgerfitmuslivueain Tasiinanisnw On-
going stability Ua1ga wazuamman1snsvlinseiidudaay eniiuviade physical
description wagilvhiensvaasuasudau mushsefitheds eghatfes 3 qunisuén
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3) finsAnw Long term stability fian1izdaufiu (Storage condition) Wuldawdermun | 0.5
Tu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH) finan1sAneasueny
gniifvualivunain wiliifinanis@nwn On-going stability Td1gA uazUAAIHANITNTIY
aszndudinay sniuide physical description waviivhdenisnagouasuiiu
M5 eiineds eghaien 3 qunswdn

4) fnsAnwn Long term stability anmednLiu (Storage condition) dWiuluauderimua | 0.5
T ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH) finamsAneliasy
onguirvualivueain ualinan1sfinw On-going stability U wazwaniwanis
aviaeiidudaay endiunde physical description waviviaiemvadeu
AsuUfau museniidnsds athaties 3 unisnan

5) §n13Anw Long term stability fanazdafiv (Storage condition) Wyluaytarivunm 0.5
Tu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH) finan1sAnenlainsu
mém._ﬁm,_s:s,&ccmm,_j uaglsifinans@nen On-going stability Vs wazULaAINANIS
asavIAsIeiluaay enciushde physical description uagiitaniimeaeu
Asufiau s eniidnsds aghaties 3 fun1snan

6) iinsfnw Long term stability fidnagdaiiu (Storage condition) iulugudaniivug 0
Tu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH) finan1sAnenlainsu
= o 15 1k . . =y
m#._m_,_s:gsgsﬁdﬁmm,s uAlinan13An® On-going stability Uandn Lazlanananis
avinseiiluday enuide physical description uasdivvenisnaaau
o L L3 =3 1 1 =3
asufiau mMusse19191989 BiATu 3 JUMHER

7) dn1sAnwn Long term stability .m_mbjums_.mc (Storage condition) Liduluau 0.15
Formuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH) finan1sAnen
asuangeimualivuaan ualiiinanisfiny On-going stability Yd1gm uazuaniwa
nsasarieeiiluanay enviuiate physical description waziiviavensvingey
Asufiau muse17e198e aghaiies 3 Jun1nan
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8) finsAnw Long term stability fianmiedaifiu (Storage condition) laiuluany
Yorinuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH) finan1sAnen
asusguimusliuuaann wilifinan1sAinu On-going stability Yaga uavuaniwa
N1395793A31ei U Conform, Complies, Not detected, N/A #nliuiva physical
description waziladenisnaaeuasudau musseensds ethaties 3 Juniskan
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9) §in15ANY Long term stability lsiiulumu ASEAN Stability Study Guidelines, Anwn

1l

oo o ' o Sy - 4
AU NMVUALIULRAIN wasitanisneaavliasufiau musisienfionsde (u
W915047)
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10) finsAnwn Long term stability 1inan1sdnwliasuaigeinivualivuaain wsel
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91499 3o LILERNINANI5ATANATITNTUANAY BnNVIUTAITR physical description
VED) E:rm:dm:ﬁ Long term stability

2.1.2.n58nw In-use stability (d@entaladonids) wy e1dn vriinaunauly

= 34 o = L o L s
1) fideyanisfinwanuasivazdalimuisyyluenarsmivensuniuynaisazaiy

2) fdeyanmsAnwianuassivaeldmunisyyluenarsmiveudlinsuiaumn
ansavany

3) LififoyanmsAnwanupsiivaziinld

2.1.3 msnedeunstnuUsriedinen (Splitting Tablets with Functional Scoring Test) waz/
38 In-use stability (Fendoladenile): nsdenda (Tablet

1) vnuvasiaenld Winenfisesuin Ginudeedals) waziinismaaeunisdinuusniasing
(Splitting Tablets with Functional Scoring Test) YIBNANTNARBUA LA IVDUIIA
givinuUensasingn (In-use stability testing) ATUALTBMVILUATBIRTIS B TY USP
w3 US.FDA uag/w3a finsnaaau impurities Tugiinuts Tneviesu fiins ISO/IEC
17025 7ilsiluEnan v3a SnansAnussavsnaueseiivinus sgrades 3 fumskan

2) Fnuvasineld dinengsesuin (Fnuuaesals) wazinisneagsunisinuuansadingn
(Splitting Tablets with Functional Scoring Test) LAZHANNSNAROUAINAIFITBILR
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g7vinuUsnsadingn (In-use stability testing) AsUAMMTEAMMUAYBIRITIE19DY 1Hu
=1 L] . — L s 1
USP 38 US.FDA waikifin1svaaau impurities Tugnivinuus

3) vinuvadieenld Winelaifisesuin (Fnuvaaisld) wafinsnaaeunsinulensdine 0.15
(Splitting Tablets with Functional Scoring Test) WAZ/HIBANANIINAADUAINNAIGT
voudineriivhutansuding (n-use stability testing) Asumadarmunvesshsded
1wy USP %38 US.FDA

8) nsdivnuvadinels Waendisesuin (Fnuvsrdald) Lifinnsvaasunsvinutsndadinen 0.05
Lifinavaaauniiuash uialinsmaaeunuasiilaeviesu juAnsuesngs
5) lsiflspaunlyt uavinuuadaenls 0
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